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£1 Responsive to communication(s) filed on 8/21/00 and 8/29/00 

This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Qt/9j#§35 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 3 month(s), or thirty days, whichever is 

longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 



Disposition of Claim 

H Claim(s) 10-13 and 19-22 



is/are pending in the applicat 



Of the above, claim(s) m 
H Claim(s) 10-13 



B Claim(s) 19-22 

□ Claim(s) 

□ Claims 



is/are withdrawn from consideration 

is/are allowed. 

is/are rejected. 

is/are objected to. 



. are subject to restriction or election requirement. 



Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

□ The proposed drawing correction, filed on is □ approved Disapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All C£ome* [N]one of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 
*Certified copies not received: , 



□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 



Attachment(s) 

□ Notice of References Cited, PTO-892 

□ Information Disclosure Statement(s), PTO-1449, Paper No(s). 
29 Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 
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DETAILED ACTION 

1 . Applicant's response filed on Aug 21 , 2000 (Paper Number 15) and the amendment filed 
on Aug 29, 2000 have been received and entered. Claims 10-13 and 19-22 are pending in the 
instant application. 

2. The rejection of claims 10-13 under 35 U.S.C. 101 and under 35 U.S.C. 112, first 
paragraph is withdrawn in view of applicant's remarks that the polypeptide Semaphorin Kl can 
be used to regulate^ nerve and immune cell function. 

3. Claims 10-13 are directed to an allowable product. Pursuant to the procedures set forth in 
the Official Gazette notice dated March 26, 1996 (1 184 O.G. 86), claims 19-22, directed to the 
process of using the patentable product, previously withdrawn from consideration as a result of a 
restriction requirement, are now subject to being rejoined. Process claims 19-22 hereby rejoined 
and fully examined for patentability under 37 CFR 1.104. 



Claim Rejections - 35 USC § 112 
4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and 
distinctly claiming the subject matter which the applicant regards as his invention. 

Claims 19-22 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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Claims 19-22 are indefinite for using the terms "a cellular physiology' 5 and "the cell's 
physiology". The specification and the claims do not clearly define what physical characteristics 
and properties are the cellular physiology which can be modulated by an agent. Without clearly 

«f 

defined a cellular physiology, one ordinary skill in the art can not determine whon the bounds and 
metes of the claimed invention ^can bo mot Claims 19-22 are further indefinite for using the term 
"an agent which modulates activity". It appears that the agent itself is the sema Kl polypeptide. It 
is not clear how, a sema Kl polypeptide agent can modulate a sema Kl activity. 
5. The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

Claims 19-22 are rejected under 35 U.S.C. 112, first paragraph, because the specification, 
while being enabling for a method of enhancing organotypic neurite outgrowth from damaged 
neurons undergoing nerve fiber atrophy by contacting the sema Kl polypeptide with the nerve 
cells, does not reasonably provide enablement for a method for modulating any cell physiology in 
any cell by contacting a sema Kl polypeptide. The specification does not enable any person 
skilled in the art to which it pertains, or with which it is most nearly connected, to make the 
invention commensurate in scope with these claims. 

The claims recite a method for modulating a cellular physiology in a cell by contacting a 
sema Kl polypeptide. This encompasses modulating any cellular physiology activity in any cell 
by contacting a sema Kl polypeptide with the cell. However, the specification only teaches the 
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method of enhancing organotypic neurite outgrowth from damaged neurons undergoing nerve 
fiber atrophy by contacting the sema Kl polypeptide with the damaged cells. The specification 
does not provide guidance as to any other methods which can modulate any cellular physiology 
activity in any cell by contacting a sema Kl polypeptide nor does the specification disclose 
specific characteristics for such methods. The art indicates that modulating a cellular physiology 
activity by a protein in a cell is empirically determined. There is no known or dioe l ocure 1 
correlation between the method for enhancing organotypic neurite outgrowth from damaged 
neurons by contacting the sema Kl polypeptide and other method for modulating a cellular 
physiology activity in a cell using the same polypeptide. Furthermore, there is no additional 
disclosure of physical and/or chemical properties for the cellular physiology activity can be 
modulated other than Ida* enhancing organotypic neurite outgrowth from damaged neurons. 
Without such information, one skilled in the art could not predict which method out of the large 
number of known methods for modulating a cellular physiology would have modulated a cellular 
physiology in a manner required by the claimed method and, accordingly, one skilled in the art 
would be required to perform undue experimentation to identify any other methods that would 
modulate ^cellular physiology by contacting c^sema Kl polypeptide and to detect any cellular 
physiology change that would be caused by a sema Kl. Therefore, one skilled in the art could not 
make the invention without undue experimentation. 
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Conclusion 



6. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the mailing 
date of this final action. 



7. Claims 10-13 are allowable. Claims 19-22 stand rejected. 

Any inquiry of a general nature or relating to the status of this general application should 
be directed to the Group receptionist whose telephone number is (703) 308-0196. 

Papers relating to this application may be submitted to Technology Center 1600, Group 
1645 by facsimile transmission. The faxing of such papers must conform with the notice 
published in the Official Gazette, 1096 OG 30 (November 15, 1989). Should applicant wish to 
FAX a response, the current FAX number for Group 1600 is (703) 308-4242. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Li Lee whose telephone number is (703) 308-8891 . The examiner can 
normally be reached on Monday-Friday from 8:30 AM to 5:00 PM. If attempts to reach the 
examiner by telephone are unsuccessful, the examiner's supervisor, Lynette Smith, can be 
reached at (703) 308-3909. 



Status of Claims 



Li Lee 

September 7, 2000 




